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Responsive to communication (s) filed on . 
This action is FINAL. 



OFFICE ACTION SUMMARY 



accordancewHh1hepractiC8uncter£xparteOuay/e,1935D.C.11,4530.a213. 



3 



month(s), or thirty days, 



1.136(a). 

Disposition of Claims 

$ Ctaim(s) Jr^Li-il^i^l 

Of the above, claim(s) 

□ Ctaim(s). 



□ Ctaim(s)_^ I -A 

□ Claim(s) 

□ Ctaim(s) 



is/are pending in the application. 

js/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 



Js/are objected to. 



_are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948 



□ The drawing(s) filed on, 

□ The proposed drawing correction, filed on 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

Q received. 

□ received in Application No. (Series Code/Serial Number) . ~ 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 

♦Certified copies not received: . 



is/are objected to by the Examiner. 
" is □ approved □ disapproved. 



□ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e). 
Attachment(s) 

^ Notice of Reference Cited, PTO-892 

■ffl Information Disclosure Statement(s), PTO-1 449, Paper No(s). 

□ interview Summary, PTO-41 3 

□ Notice of Draftperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-1 52 

-SEE OFFICE ACTION ON THE FOLLOWING PAGES- 

PTOL-326 <R«v 9/96) 
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DETAILED ACTION 

1. Claims 1-5 and 11-18 are pending in this application. Claims 6-10 and 19-26 have been 
canceled. 

2. Applicants arguments filed 1/12/99 have been fully considered but they are no. completely 
persuasive. The declaration, submitted under 37 CFR 1.132, by Dr Har.ey has been fully 
considered and will be addressed below. 

3. The .ex. of those sections of Title 35, U.S. Code no, included in this action can be found 

in a prior Office action. 

4. taviewofApplican.'samendmen.sorargurnentstefollowingobjec.iom 

are withdrawn: 

The objection ,o the specification for no, referencing all priority applications is withdrawn 
in view of Applicant's statements at page 4 of the response. 
All of the art rejections are withdrawn. 

Information Disclosure Statement 
5. The information disclosure statement filed 1/21/99 fails to comply with 37 CFR 
! .98(a X 2), which requires a legible copy of each U.S. and foreign patent; each pub.ica.ion or that 
portion which caused i. .0 be listed; and all other information or that portion which caused it ,0 be 
listed. The examiner has carefully reviewed the submitted 1449, and compared i, to the marked 
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up copy previously remitted » Applicant, and has reviewed all of tire reoentiy submitted cirations 

purposes of finding Une references cited upon the information disclosure sttttemen,, however a 
C0W of the each and every listed reference was no, found. The references considered have heen 

a pto-,449 listing said references should be submitted. I. is noted that Ha^dgrave et al, and 
Kauftnan e, al. do no, Hs, a publication year. The publication year of the references is reouired. 

Claim Rejections - 35 USC § 112 
« claims4andll-18remainrejec^under35U.S.C.112,secondparagraph,asbeing 

indefiniie for failing to particularly point „u, and distinctly claim the subject matter which 
applicant regards as the invention. 

Theterm-individualatrisk-inclaimll is a relative term which renders the claim 
indefinite. The term "a, risk" is not defined by the claim, the specification does not provide a 
stmd ard for ascertaining the reouisite degree, and one of ordinary skill in tire art would not be 
reasonably apprised of tire scope of the invention. Applicant .guest ha. one of skil! in drear, 
would be apprised of the meaning of tire rem, ye. does no. se. for* evidence * support ma, 
assertion. The risk fac,ors ,o be assessed in tine administiation of tire composition are no, clearly 
se, form, is *e simple infection with EBV tire only risk Mot involved? 
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The term "symptoms associated with" in claim 11 is a relative term which renders the 
claim indefinite. The term "symptoms associated with an autoimmune disease" is not defined by 
the claim, the specification does not provide a standard for ascertaining the requisite degree, and 
one of ordinary skill in the art would not be reasonably apprised of the scope of the invention. 
Applicant asserts that one of skill inthe art is My aware of all of the potential symptoms of 
autoimmune diseases, yet does not provide any evidence to that effect. Applicant is claiming 
means of treating innumerable autoimmune diseases which have widely disparate (and in many 
cases non-overlapping) symptoms, such that i, is impossible to determine what symptoms would 
identify a patient as needing the claimed composition, Many of the symptoms of autoimmune 
diseases overlap with diseases no. of autoimmune origin, and therefore would no, necessarily be a 
relevant indicator for identification of suitable patients. 

Claim 4 is rejected as it does no. recite the sequence identification number (i.e. SEQ ID 
NO:) of tite relevan, peptides sequences in tire claims. SmSS m^ S m^mMM 
frll v ™mplv v j"' "» «fq"pnce rules. 

7. Claims l-5a»d 11-18 remain rejected under 35 U.S.C. 112, firs, paragraph, as containing 
subjec, matter which was no. descried in the specification in such a'waf as to enable one skilled 
in the art to which it pertains, or witir which it is most nearly connected, to make and/or use tire 
invention for the reasons set forth in the previous office action. 

Claims 1-5 are drawr. to an immunogenic composition which can "alleviate or prevent" 
symptoms of autoimmune disorders. Claims 11-18 are-drawn to methods of "preventing or 
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alleviating" symptoms of autoimmune disorders. The vaccine comprises modified EBV or a 
component thereof. The elected species is a nuclear antigen 1 protein lacking the PPPGRRP 
epitope. The elected autoimmune disease is systemic lupus erythematosus (SLE). Applicant has 
submitted the declaration under 37 CFR 1 .132 of Dr Harley, however this declaration is not 

sufficient to overcome the rejection. 

The specification and the declaration of Dr Harley set forth the association of antibodies to 
a particular EBNA-1 epitope are tightly associated with the emergence of SLE and RA. These 
experiments appear to indicate a useful diagnostic application for the prediction of autoimmune 
disease development (See also claims lOand 11 of Applicant's recent US Patent 5,637,454). 
However, these experiments do not correlate with the alleviation, prevention, or lessening of any 
symptom of any autoimmune disease. As discussed in the interview of 10/20/98, in order for 
claims drawn to alleviating or preventing symptoms of an autoimmune disorder or alleviating or 
preventing the disorder itself to be enabled, evidence must be present which correlates to a 
reasonable degree with the scope of the claim. No evidence has been set forth which shows the 
lessening of any symptom of an autoimmune disease by the administration of a composition of the 
invention. The examiner understands the limits of some types of research, yet is bound by statute 
for enablement. The lack of a viable animal model was discussed at the interview, however that 
does not release Applicant from the burden of enabling the invention as required by 35 U.S.C. 
112, first paragraph. Applicant had tentatively suggested that an experiment done in rabbits 
showing the lack of development of particular antibodies after immunization with the claimed 
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could be submitted as evidence, however such evidence is no, of record. The , 
experiments submitted in the decision of Dr Harley used immunizations of the PPPGRRP 
peptide itself- and no. an EBNA antigen lacking those polypeptides. The data discussed by Dr 
Harley seems to indicate the induction of tolerance to the peptide when the peptide is used for 
immunization under particular conditions or dosing schedules. The France was measured by 
,he lack of subsequent production of relevant autoantibody. These experiments would support 
claims drawn to compositions comprising the PPPORRP polypeptide for inducing tolerance, but 
no, forthe methods and compositions as drey are now Calmed. Applicant has not provided any 
evidence that an EBNA-1 protein to the peptide sequence has any effect on tolerance or 

autoimmune response. 

As set form previously, the specification appears to be directed to the detection of EBV 
infection, and correlation of that detection with autoimmune diseases. The speculation does no, 
se, forth the successful treatment, alleviation, or prevention of any autoimmune disease, or 
symptom thereof. The term "alleviation" refers to the lessening or cessation of the autoimmune 
disorder, or symptoms of una, disorder. The term -prevention" means that tire subject receiving 
me composition never develops me autoimmune disease or sym P ,oms of mat disease, even upon 
challenge with live unattenuated EBV. 

The specification does not set forth any examples wnerein tire administration of me elected 
composition in an accepted animal mode, is able to successftnly "alleviate" an already existing 
autoimmune disease. The specification does no, se, forth any examples wherein the 
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disease is shown. ' 
^cctedconipos^^ 

^.^.^-^^^^^^^ 
b »^« fc -^-**'-* , - , **- ,,, ^ ,,,-dl, " ,,lr 

d.sease.ortKe — ° 0fthedamed 

. .. or P,nitone it is possible that despite the 
witt, naUve virus. If the epitope is such a strong SLE epitope, it p 

viros s*^^^^*"*****"™ CAbn ° rma ' in,he 

^thatuo^patien.aonothave— s to the sa.e epitopes) U is ptese* no, ^ 

anr the* effect of the autoimmune disease; i.e. do 
whether the presence of the antibodies is the cause or the effect 

♦ nfSTF or does the course of SLE allow the development of 
the antibodies cause the symptoms of SLE, or does ^ 

abnormal antibodies. 

.^eappiicationforttieaia.nosisofan— une disease, ^e specification and 
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particular dosage schedule. 

Conclusion 

g No claim is allowed. 

Applicant's disclosure: 

US Patent 5,637,454 Harley 
US Patent 5,679,774 Wolf 
US Patent 5,723,283 Classen 
US Patent 5,874,531 Strominger et al. 
10 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policyassetforthin37CFR1.136(a) 
A shortened statutory 

MOHn-^—- «^ isflledwifl " nTWO ft 

.eenaof^THRBB-MONTH^enea 

CFR , m ^^^^^' Ma "^ L Inn ° eVent ' 



period for reply to this final action is set to expire THREE 
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however,^ the «u«y period for reply expire 'a«er «ha„ SIX MONTHS from the maihng date 

of this final action. 

1 1 Any inquiry concerning this communication or earlier ^^^^^^^ 

and on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Chris Eisenschenk, can be reached on (703) 308-0452. 

The fax number for this Art Unit is (703) 305-7401 . 

Any inquiry of a general nature or relating to the status oftMs 
should be directed to the Group receptionist whose telephone nu^> (703) 30, 0196. 



mkz 

March 15, 1999 





FraAK^C ."Eisenschenk 
Primary Examiner, Group 1600 



